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5 10O(k) Premarket Notification Submission

510(k) Summrary JAN 3 1 2014

In accordance with 2 1 CFR 807.92 the fbollowing summary of informiation is provided:

Date: December 5, 2013

Submitter: GE H-Iealthcare

9900 Innovation Dr

Wauwatosa, WI 53226

Primary Contact Person: Bryan Behn
Regulatory Affairs Manager
GE Healthcare
T:(4 14)72 1-42 14
1F:(4 14)918-8275

Secondary Contact Person: Jiawei 71-ANG
Regulatory Affairs
GE HeIalthcare
1T: +86 510 8527 8259

F: +86 5 10 8522 7347

Device: Trade Name: LOGIQ F SERIES

Common/Usual Name: LOGIQ F&. LOGIQ F6. LOGIQ 1-5, LOGIQ F'3

Classification Names: Class 11

Product Code: Ultrasonic Pulsed Doppler Imaging System. 2I1CFR 892.1550 90-
I YN Ultrasonic Pulsed Echo Imaging System. 2I1CF-R 892.1560,
90-IYO Diagnostic Ultrasound Transducer, 2 1 CER 892.1570,
90-ITX

Predicate Device(s): K 122387 GE Voluson P8

K 131527 GE LOGIQ S8
K 113690 LOGIQ eli, Vivid e

Devce escipion ,Thle LOGIQ F Series is the full featured general purpose
diagnostic ultrasound system which consists of a mobile console
(Approximately 72 cm wide. 80 cm deep and 145 cm high) that
provides digital acquisition. processing and display capability.
The user interface includes a computer keyboard, color LCD
image display and touch panel.
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5 1 0(k) Premarket Notification Submission

Main Differences Between Models
Product name LOGIQ F8 LOGIQ F6 LOGIQ F5 LOGIQ F3

Imaging Color Color Color Black & While

LCD 19'LD LC D r I LCI or I 9LCD IT7LCD
19'LCD..-

The LOGIQ F SERIES is a general purposed ultrasound imaging

Inteded se:and analysis systems providing digital acquisition, processing and
display capability, clinical applications including: Abdominal,
Obstetrical, Gynecological, Small parts, Vascular/Peripheral
Vascular, Transcranial, Pediatric, Musculoskeletal, Urological,
Cardiac, Transvaginal

Technology: T he LOGIQ F SERIES employs the same fundamental scientific
technology as its predicate devices.

Determination of Comparison to Predicate Devices

Substantial Equivalence: The LOGIQ F Series system is substantially equivalent to the
predicate devices with regard to intended use, imaging
capabilities, technological characteristics and safety and
effectiveness.

* The systems are all intended for diagnostic ultrasound
imaging and fluid flow analysis.

* The LOGIQ F Series and predicate systems have similar
clinical intended use and similar imaging modes.

* All the transducers used on LOGIQ F Series have been
cleared on Voluson P8 (K 122387) except 8C-RS and L-6-
12-RS.

* 8C-RS has been cleared on LOGIQ eli, Vivid e
(KI 13690).

* L6-1 2-RS is a new transducer equivalent to the predicate
L-l8-RS on the LOGIQ eli. Vivid e (KI 13690).

* The systems are manufactured with materials which have
been evaluated and found to be safe for the intended use
of the device.

* The systems have acoustic power levels wvhich are below
the applicable FDA limits.

" Elastography, Tissue Velocity Imaging (TVI)/Tissue
Velocity Doppler (l'VD), Auto IMT and Quantitative
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5 10(k) Premarket Notification Submission

Analysis have been previously cleared on the LOGIQ S8
(K1I3- 15 27).

The LOGIQ F Series and predicate systems have been designed
in compliance with approved electrical and physical safety
standards.

Summary of Non-Clinical Tests:

The LOGIQ F SERIES has been evaluated for acoustic output,
biocompatibility, cleaning and disinfection effectiveness as well
as thermal, electrical, electromagnetic, and mechanical safety,
and have been found to conform with applicable medical device
safety standards. The LOGIQ F SERIES complies with voluntary
standards:

* AAMI/ANSI E56060 I-I, Medical Electrical Equipment-
Part I1: General Requirements for Safety

* 1EC60601-l-2, Medical Electrical Equipment - Part
I -2:General Requirements for Safety - Collateral
Standard: Electromagnetic Compatibility Requirements
and Tests

* IEC6060 1-2-37, Medical Electrical Equipment - Part 2-
.37:Particular Requirements for the Safety of Ultrasonic
Medical Diagnostic and Monitoring Equipment

* NEMA UD 3, Standard for Real Time Display of Thermal
and Mechanical Acoustic Output Indices on Diagnostic
Ultrasound Equipment

* IS0 10993-1, Biological Evaluation of Medical Devices-
Part 1: Evaluation and Testing- Third Edition

* NEMA liD 2. Acoustic Output Measurement Standard for
Diagnostic Ultrasound Equipment

* 15014971, Application of risk management to medical
devices

* NEN4A, Digital Imaging and Communications in
Medicine (DICOM) Set. (Radiology)
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The following quality assurance measures were applied to the
development of the system:

*Risk Analysis
*Requirements Reviews
*Design Reviews
*Testing on unit level (Module verification)
*Integration testing (System verification)
*Performance testing (Verification)
*Safety testing (Verification)
*Simulated use testing (Validation)

Transducer material and other patient contact materials such as
needle guidance kits are biocompatible.

Summary of Clinical Tests:

The subject of' this premarket submission. LOGIQ F Series, did
not require clinical studies to support Substantial equivalence.

Conclusion: GE H-ealthcare considers the LOGIQ F Series to be as safe, as
effective, and performance is substantially equivalent to the
predicate device(s).
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service$ 4 Food and Drug Administration
'410903 New Hampshire Avenue

Document Control Center - W066-G6D9
Silver Spring. MD 209Q3-OD02

January 3 1, 20 14
GE Healthcare
% Mr. Bryan Behn
Regulatory Affairs Manager
9900 Innovation Drive
WAUWATOSA WI 53226

Re: K133034
Trade/Device Name: LOGIQ F Series
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, ITX
Dated: January 22, 2014
Received: January 23, 2014

Dear Mr. Behn:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28. 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug.
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration. listing of
devices, good manufacturing practice. labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for

use with the LOGIQ F Series, as described in your premarket notification:

Transducer Model Number

4C-RS 8C-RS
3Sc-RS L6-12-RS
E8C-RS RAB2-6-RS

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Pants 800 to 898. In addition, FDA may
publish fuirther announcements concerning your device in the Federal Register.



Page 2-Mr. Behn

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable. the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CER 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address
litti://!wvw.Fda.uiov/Medical[)evices/ReSOuircesfor'Yoti/lndtistrv/dIefatill.him. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (2!
CFR Part 803), please go to
httn://wwvw.Ida.jmv/Medicalbeviccs/Safcetv /Reroortallimblem/deI'LbIt.htiin for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http)://www;%.fda.gov/Mcdical Devices/RcsoturccstorYou/lndustrv/dCtfuLt.hltM.

Sincerely yours,

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure
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510(k) Premarket Notification Submission

5 10(k) Number (if known): K133034

Device Name: LOGIQ F Series

Indications for Use:

The LOGIQ F SERIES are general purposed ultrasound imaging and analysis systems
providing digital acquisition, processing and display capability, clinical applications
including: Abdominal. Obstetrical. Gynecological. Small parts, Vascular/Peripheral
Vascular, Transcranial. Pediatric, Musculoskeletal. Urological. Cardiac. Transvaginal

Prescription Use x AND/ORk Over-The-Counter UseNIA_
(Part 21 CFR S8l Subpart D) (Part 21 CER 801 Subpart C)-

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence-of CDRH, Office of In Vit-ro Diagnostics -and Radiological Health (OIR)

Page I of 9

(Division Sign-Off)
Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health
510(k) ____K133034____



Diagnostic Ultrasound Indications for Use Form

LOCIO F8, F6. FS Ultrasound Systems
Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

ClnialApliatonMode of Operation ___

Dopple Modes ombined I larnvonic Coded

.Inalomv/'Region of I1niereri B M CW ClrColor modes Imaging Pulse' Other
PW CWClrM Powvc

Abdominal 11  N N N N N N 151
Pediatric N N N N N N N N N
Small Organ (specify)"~' N N __ N N- N N [6

Neonatal Cephalic
Adult Cephalic
Cardiac1~l N N N N N N N N N
Peripheral Vascular N N N N N N
Musculo-skeletal Conventional N N N N N N
Musculo-skeletal Superficial N N N N N N
Thoracic/Plural (specify) I___ I_

Other (specify)
Exam Type. Means of Access
Transcranial N N N N N N
Transorbital
Transesophageal
Transrectal
Transvaginal N N N N N N _ _

Iraoperative (specify)
Inhreoperative NeurologicalI I
Lapmrscopic

Ingervenional Guidance
Tissue Bio~psy/Fluid N N N N N N N N N

Vascutar Access (IV, PICC)
11Nonvascular (specify) __ ______ ___

N = new indication; P - previously cleared by FDA

Notes: I) Abdominal includes GYN and Urological:
[21 Small Organ includes breast. testes, thyroid:
(31 Cardiac is Adult and Pediatric
141 Interventional Guidance Tissue Biopsy is 2D biopsy guide:
151 3D/4D Imaging Mode
[61 Elastography imaging- Elasticity
1-1 Combined modes are color/power Doppler with B-mode

(PLEASE GO NOT WRIME BELOW ThIis LINE -roNmNUE ON ANOTHER PAGE IF NFEtOEDI

Concurrence of CORN, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription Ufse (Peril1 CFR 801.109)
Page 2 of 9
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Diagnostic Ultrasound Indications for Use Form

LOGIO P3 Ultrasound System

Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

Clinical Application Mode of Operation ____

Doppler Modes Combined H-armonic Coded

Anatomy/Region of Inrerest B M PW CW Color Color Pw Modes' Imaging Pulse' Other
InM __ __

Ophthalmic
Fetal/OB N N N N N
Abdominall'i N N N N
Pediatric N N N N N N
Small Organ (specify)11  N N N N
Neonatal Ceplialic
Adult Cephalic
Cardiaclt  N N N N _ N N
Peripheral Vascular N N N N
Musculo-skeletal Conventional N N N N
Musculo-skeletal Superficial N N N N
Thoracelleural (specify)
Other (specify)

Exam Type, Means of Access
Transcranial N N N N
Trans orbita I
Transesophageal
F ransrectal

Tnansvaginal N N N N
lntraopcrative (specify)
Intrioperative Neurological
Laparoscopic

Iniervenfional Guidance
Tissue Biopsy/Fluid N N N N N N

Vascular Access (IV. P1CC) ____

Nonvascular (specif )
N = new indication: P = previously cleared by FDA
Notes: I I Abdominal includes GYN and Urological;

[2J Small Organ includes breast, testes, thyroid:
131 Cardiac is Adult and Pediatric:
141 Interventional Guidance Tissue Biopsy is 2D biopsy guide:
[-] Combined modes arc color/power Doppler with B-mode

(PL.EASE DO NOT WRIT BIELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORN. Office of In Vitro Diagnostics and Radiological Health (aIR)

Prescription Ilse (Peril1 CER 801.109)
Page 3 of 9
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Diagnostic Ultrasound Indications for Use Form

LOGIO F Series with 4C-RS Transducer
Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

Clinical Application Mode of Operation
_______________________Doppler Modes Combined Harmonic Coded

Anatomy/lRegion of Interest B M pW CW Color Color Poe Modes' Imaging Pulse' Other
_____________Power

Ophthalmic
Fetal/OB P P P P P p p p P
Abdominal" p p p P P P P __

Pediatric P P P P P P -P
Small Organ (specify)"'
Neonatal Cephalic
Adult Cephalic
Cardiaciii
Peripheral Vascular
Musculo-skeletal Conventional
Muscuto-skeletal Superficial
Thoracic/Pleural (speciry)

Olher (specify)
Exam 7 wp. Means of Access

Transcranial
Trunsorbital
Transesophageal
Transrectal
Transvaginal
inlraoperative (specify)
lnlraoperative Neurological
Laparoscopic

Interventional Guidance
Tissue Biopsy/Fluid Drainagel 41  N N N N N N

Vascuar Accss(IV. PCC)
Nonva scular (Specify)

N = new indication;?P = previously cleared by FDA (K 122387)
Notes: I I Abdominal includes GYN and Urological:

12) Small Organ includes breast, testes, thyroid:
131 Cardiac is Adult and Pediatric:
141 Interventional Guidanc Tissue Biopsy is 2D biopsy guide
14 Combined moades arc BIM. B/Color M. B/PWD. B/Color/P WD. BIPWD

I PLEASE~ DO NOT WRITL BELOW flhlS LINE CONTINUE ON ANOnIER PACE IF NEEDEDI

concurrence of CDRH, Office of in Vitro Diagnostics and Radiological Health (01R)

Prescription Use (Peril1 CFR 801. 109) Page 4 of 9
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Diagnostic Ultrasound Indications for Use Form

LOGIO F Series with SC-RS Transducer
Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

Clinical Application - -Mode of Operation ____

Doppler Modes Combined Harmonic Coded

Anatomy/Region of Interesi B M PW CW Color Color Po, Modes Imaging Pulse' Other
__________________M _ _

Ophthalmic

Abdominal"1  P P P P
Pediatr-ic P P P P P p P P P
Small Organ (specif') 2

NetalCehalic
Adult Cephalic
Cardiac"3  P P P P P P P P P
Peripheral Vascular
Musculo-skeletal Conventional
Musculo-skeletal Superficial
Thoracic/Pleural (specify,)
Other (specify)

Exam Type. Means of Acces
Transcranial
Transorbital
Transesophageal
Transrectal
Transvaginal
lntraopcrativc (specify)
lntraoperative Neurological
Laparoscopic

Interventional Guidance
Tissue Biopsy/Fluid.Drainage

Vsular AcesIV P1CC)
Nonv ascular (specify)

N = new indication: P = previously cleared by FDA(IC 13690)
Notes: [1) Abdominal includes GYN and Urological;

[2] Small Organ includes breast, testes, thyroid
[3] Cardiac is Adult and Pediatric;

[1Combined modes awe RIM. B/Color M. B/PWD. B/Color/PWD. B/PWI)

(PLEASE 00 NOT WRITE BELOW THIS LINE. CONTINUE ON ANOTHER PACE IF NEEDED)

concurrence of CORH, Office of In Vltro Olagnoatics and Radiological Health (OIR)

Prescription Use (Peril1 CFR 801.109) Page 5 oC9
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Diagnostic Ultrasound Indications for Use Form

LOGIO F Series with 3Sc-RS Transducer

Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

Clinical Application Mode of Operation
_______________________Doppler Modes .Combined Harmonic Coded

Analom v/Region, of Interev B M PW CW Color Color oe Modes Imaging Pulse' Other

Ophthalmic

Abdominall" p p p P p p P P
Pediatric p p p p p p p p
Small Organ (specify),,
Neonatal Cephalic
Adult Cephalic
Cardiacl)l P P P P P p P P
Peripheral Vascular
Musculo-skeleral Conventional
Musculo-skeletal Superficial
Thoracic/Pleural (specify)
Other (specify)

Exam Type, Means ofAccess
Transcranial p p p P P P P P
Transorbital

Transesophagcal

Transvagctal

Iniraoperative (specify)
IniracardiacII

Laparoscopic
Iniervenfional Guidance

Tissue Biopsy/Fluid Drainage'14' N N N N N N N N
Vascular Access (IV. P1CC)
Nonvascular (specify)I

N = new indication: P =previously cleared by FDA(I( 122387)
Notes: IlIl Abdominal includes CYN and Urological

121 Small Organ includes breast. testes, thyroid
[31 Cardiac is Adult and Pediatric
141 Interventional Guidance Tissue Biopsy is 2D biopsy guide:
1*1 Combined modes are B/I. B/Color M. B/PWD. B/Color/P WD. BIPWD

(PLEASE Be0 NOT WRITE BELOW tIs LINE -CONTINUE ON ANOPIER PACE IF NEEIDED)

Concurrence of CDRH, Office of In VItrot DiagnostIcs and Radiological Health (OIR)

Prescription Use (Per 21 CPA 801. 109) Page 6of 9
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Diagnostic Ultrasound Indications for Use Form

LOGIO F Series with L6-I2-RS Transducer

Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

Clinical Application - -Mode of Operation ___

_______________________Doppler Modes Combined Harmonic Coded

Anotomy/Region of Inieresi B M PW CW Color Color PwlModes' Imaging Pulse' Other
M Pw

Ophthalmic ____

Fetal/OB
Abdominali'l
Pediatric N N N N N N

Small Organ (speCif) 121  N N N N N N 161

Neonatal Cephalic
Adult Cephalic
Cardiacl 31

Peripheral Vascular N N N N N N

Musculo-skeictal Conventional N N N N N N
Musculo-skeletal Superficial N N N N N N

Thoracic/Pleural (specify)
Other (specify)

Exam Type. Means of Acess
Transcranial
Transorbital
Transesophageal
Trans re tal
Transvaginal
Introoperative (specify) _________

Introoperalive Neurological
Laparnscopic

Intermenional Guidance
Tissue Biopsy/Fluid Drainage 41  N N N N NN

V aua Access IV. PCC)
Noinv~scular (specifv) j

N = new indication: P = previously cleared by FDA
Notes: I II Abdominal includes GYN and Urological:

[21 Small Organ includes breast, testes. thyroid:
1.31 Cardiac is Adult and Pediatric:
141 Interventional Guidance Tissue Biopsy is 2!) biopsy guide
IS! 3D/40 imaging Mode
161 Elastography imaging- Elasticity
I- Combined modes arc B/M. B/Color M. B/PWD. B/ColorIPWO. B/PWD

(PLEASE 00 NOT WfrIth BELOW THIS LINE CONTINUE ON ANrIIR PACE IF NECEDD

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (0IR)

Prescription Ulse (Per 21 CFR 801.109) Page 7 oF9
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Diagnostic Ultrasound Indications for Use Form

LOGIO F Series with E8C-RS Transducer
Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

Clinical Application Mode of Operation
______________________Doppler Modes Combined liarnonic Coded

Auomvt/Region of Interest B M pw (C' Color Color p~e Modes* Imaging Pulse' Other
M Powe

Ophthalmic
Fetal/OR3 P P P P p PP
Abdominal'i
Pediatric
Small Organ (specify)l11

Neonatal Cephalic
Adult Cephalic

Cardiac 13
1

Peripheral Vascular
Musculo-skeletal Conventional
Musculo-skeletal Superficial
Thoracic/Pleural (specify)
Other (specify)

Transcranial
Transorbital
Tr an seophage a
Transrectal
Transvaginal P I' P P P P P
lntuaoperative (specify)
lntraoperative Neurological
Laparoscopic

Inwrventional Guidance
Tissue Riopsy/Fluid Driaa e141  

1N IN N N I IN N N

Vasular Accss (IV.P PCC)
Nonvasculart (sei fy): :±

N = new indication; P = previously cleared by FDA(K 122387)
Notes: [11 Abdominal includes GYN and Urological:

[2] Small Organ includes breast, testes, thyroid;
[3] Cardiac is Adult and Pediatric:
[4] Interventional Guidance Tissue Biopsy is 2D biopsy guide;
['J Combined modes amc RIM, B/Color M. B/PWD, BfColor/PWD. BIPWD

(PLEASE DO NOT WRIT BELOW THIS LINE. CONTIUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (0IR)

Prescription Ilse (Per 21 CI'R 801.109) PageS8 of 9
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Diagnostic Ultrasound Indications for Use Form

LOCIO F Series with RAB2-6-RS Transducer
Intended Use: Ultrasound imaging. measurement and analysis of the human body as follows:

Clinical Application Mode of Operation
Doppler Modes Combined Harmonic Coded

Anatomy/Region ofingerest B M CW Clr oorMds Iaging Pulse' Other
PW CW Clr MrPowc Moe*en

Ophthalmic
Fetal/OB P P P P P I' P P? A
Abdominall" P P P P P P - 51
PediatricI
Small Organ (spcily)'21

Neonatal Cephalic
Adult Cephalic
Cardiact3'

Peripheral Vascular
Musculo-skeletal Conventional
Musculo-skeletal Superficial
Thoracic/Pleural (specify)
Other (specify)

Exam Type. Mleans of Acess

Transcranial
Trans orbita I
Transesophageal
Transrcctal
Transvaginal
lntraoperative (specify)
lntraoperalive Neurological
Laparoscopic

Interventional Guidance
Tissue Biopsy/Fluid Drainage' 4' N N N N N N N5 4AL

Vacular Access (IV. PCC)
Novacular (speiy

N = new indication: P =previously cleared by FDA (K 122387)
Notes: I II Abdominal includes GYN and Urologival

121 Small Organ includes breast, testes. thyroid
131 Cardiac is Adult and Pediatric
14) Interventional Guidance ITissue Biopsy is 2D) biopsy guide:
151 3D14D Imaging Mode
161 Elastography imaging- Elasticity

IiCombined modes arc BIM, B/Color M, BIPWD. BIColor[PWD. BIPWD
(PLEASE DO NOT WRITE BELOW THIIS LINE - CONfTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORN, Office of In Vitro Diagnostics and Radiological Health (aIR)

Prescription lUse (Per 21 CFR 80 1. 109) Page 9 of 9
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